

I SERIAL- NUMBER I RUNG DATE 

03/147,207 11/03/93 COLOE 



Patent and Ti^emai^.Office c • fc 

Address: tp^BSIONER OF PATH^n^D TRADEMARKS 
Washington, D.C. 20231 

FIRST NAMED INVESTOR 



I ATTORNEY DOCKET NO. 



ISM 1/0602 

DARRYL (_■ WEBSTER 
ame^tcan CYANAM l D CO. 
\ ^ PATENT LAW DEPT. ■■ 
ONE OY AN AM 1 1> PLAZA 
WAYNE, WJ 07470-8426 

TJjis Is a communication from the examiner In charge of your application 
^.COMMISSIONER OF PATENTS AND TRADEMARKS appUCaBOn - 

G2*Thts application has been examined ^Responsive to communication filed ( 
t$?0™*L ^ U !°T. f l eri0d f0r to thb action Is set to expire m nnthf-,V 



p 


3233 n 


1 - EXAMINER 1 


. S 1 -I>BERft 




1' ART: UNIT 


1 PAPER NUMBER 1 



,1S13 
DATE MAJLED: 



06/02/95 



□ 



This action Is made final. 



Failure to -Po*^ 
Part i THE FOLLOWING ATTACHMENTS) ARE PART OF THIS ACTION: 

1. n Notice of References Cited by Examiner, PT0892. 
3. □ Notice of Art Cited by Applicant PTO-1 449. 
5. IJ Information on How to Effect Drawing Changes, PTO-1 474. : 

Part II SUMMARY OF ACTION 

1. B'ciaims I'M I 



2. □ Notice of Draftsman's Patent Drawing Review, PTO-&48. 
4. □ Notice of Informal Patem Application, PTCM 52 
6. □ ' > 



Of the above.xlaims _ 

2. □ Claims, 

3. □claims 

4. □ Claims 

5. □ Claims 

6. ETciaims 



^pendingih the application: 

are withdrawn from"considefaton:o 

have been cancelled^' J?: ^ 

are allowed. 

are rejected. 

are objected to. 



_ are subject to restriction or election requirement. 

7. □ Thisappfic^ 185whk*areacc^^ 

8. tZI Formal drawings are required in response to this Office action. 

9. d The corrected or substitute drawings have been received on. 



10. □ The reposed additional or substitute sheet{s) of drawings, filed on " ^/h^k^ n JL 

examiner; □ disapproved by has (have) been O approved by the 

11. D The proposed drawing correction, filed 



' 033 D8Gn □ approved; □ disapproved (see explanation). 



don 



accordance with the practice "^af^PgJte^yle, 1935 CD. 1 1 1; 453 O.G. 213. 
14. Q Other 




PTQL*326 (Rev. 2/93) 




Serial Number: 08/252,491 



-2- 



Art Unit: 1812 



Part III DETAILED ACTION 



Election/Restriction 



Restriction to one of the following inventions is required under 35 U.S.C. 121: 

Group I. Claims 1-9 and 34, drawn to proteins and pharmaceutical compositions, 
classified in Class 530, subclass 350+. 

Group II. Claims 10-28, 32, 33, and 37, drawn to nucleic acids, vectors, methods of 
expressing nucleic acids, and unicellular host cells transformed with nucleic acids, classified in 
Class 536, subclass 23.5. 

Group III. Claims 29-31, drawn to transgenic mammals, classified in Class 800, 
subclass 2. 

Group IV. Claim 35, drawn to an antibody, classified in Class 424, subclass 130.1. 
Group V. Claim 36, drawn to a method of administering a protein in vivo , classified in 
Class 514, subclass 2. 

Group VI. Claim 38, drawn to a method for detecting DNA, classified in Class 435, 
subclass 6. 

Group VII. Claims 39 and 40, drawn to a method of administering a protein in vitro , 
classified in Class 435, subclass 240.2. 

Group VIII. Claim 41, drawn to a method of purifying a protein, classified in Class 436, 
subclass 512. 
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The inventions are distinct, each from the other because of the following reasons: 
Although there are no provisions under the section for "Relationship of Inventions" in 
M.P.E.P. § 806.05 for inventive groups that are directed to different products, restriction is 
deemed to be proper because these products constitute patentably distinct inventions for the 
following reasons. Groups I-IV are directed to products that are distinct both physically and 
functionally, are not required one for the other, and are therefore patentably distinct. Further, the 
protein of Group I can be prepared by processes which are materially different from recombinant 
DNA expression of Group II, such as by chemical synthesis, or by isolation and purification from 
natural sources. Although the antibody of Group IV can be used to obtain the DNA of Group 
II, it can also be used in materially different methods, such as in various diagnostic (e.g., as a 
probe in immunoassays or immunochromatography), or therapeutic methods. The DNA of Group 
II can be used other than to make the protein of Group I, such in gene therapy or as a probe in 
nucleic acid hybridization assays. The protein of Group I can be used in materially different 
methods other than to make the antibody of Group IV, such as in therapeutic or diagnostic 
methods (e.g., in screening). Although the DNA of Group II can be used to make the transgenic 
mammals of Group III, the DNA can also be used to make materially different products, such 
as proteins. 

Similarly, although there are no provisions under the section for "Relationship of 
Inventions" in M.P.E.P. § 806.05 for inventive groups that are directed to different methods, 
restriction is deemed to be proper because these methods appear to constitute patentably distinct 
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for the following reasons: Groups V-VIII are directed to methods that are distinct both physically 
and functionally, and are not required one for the other. Invention V requires consideration of 
disease states, administration routes, and traditional drug therapy, which is not required by any 
of the other groups. Invention VI requires consideration of nucleic acid hybridization conditions, 
which is not required by any of the other groups. Invention VII requires consideration of cell 
culture conditions, which is not required by any of the other groups. Invention VIII requires 
consideration of antibody-antigen recognition and binding, which is not required by any of the 
other groups. 

Inventions I and each of V and VII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
product (M.P.E.P. § 806.05(h)). In the instant case the product can be used to raise antibodies 
which have a diagnostic utility. 

Inventions II and VI are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using 
the product as claimed can be practiced with another materially different product or (2) the 
product as claimed can be used in a materially different process of using that product (M.P.E.P. 
§ 806.05(h)). In the instant case the DNA of Invention II can be used to make proteins. 
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Inventions IV and VIII are related as product and process of use. The inventions can be 
shown to be distinct if either or both of the following can be shown: (1) the process for using 
the product as claimed can be practiced with another materially different product or (2) the 
product as claimed can be used in a materially different process of using that product (M.P.E.P. 
§ 806.05(h)). In the instant case the antibodies of Invention IV can be used diagnostically, to 
locate thrombopoietin in situ without the additional purification steps required by Invention VOL 

Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, separate search 
requirements, and different classification, restriction for examination purposes as indicated is 
proper. 

A telephone call was made to Mr. Gary Parker on 02 June 1995 to request an oral election 
to the above restriction requirement, but did not result in an election being made. 

Applicant is advised that the response to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a diligently-filed petition 
under 37 C.F.R. § 1.48(b) and by the fee required under 37 C.F.R. § 1.17(h). 
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Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Elizabeth C. Kemmerer, whose telephone number is (703) 308-2673. The 
Examiner can normally be reached on Tuesdays through Fridays from 7:30 a.m. to 5:00 p.m. The 
Examiner can also be reached on alternate Mondays. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Garnette D. Draper, can be reached on (703) 308-4232. The fax number for this Art 
Unit is (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group Receptionist whose telephone number is (703) 308-0196. 




* GARNETTE Df&RAPER ^ 
IPERVIS0RY PRIMARY EXAMINER 
GROUP 1800 



Elizabeth C. Kemmerer, Ph.D. 
June 2, 1995 



